Background: Russia has particularly low life expectancy for an industrialised country, with mortality at working ages having fluctuated dramatically over the past few decades, particularly among men. Alcohol has been identified as the most likely cause of these temporal variations. One approach to reducing the alcohol problem in Russia is 'brief interventions' which seek to change views of the personal acceptability of excessive drinking and to encourage self-directed behaviour change. Very few studies to evaluate the efficacy of brief interventions in Russia have been conducted. Motivational Interviewing (MI) is a person-centred counselling style which can be adapted to brief interventions in which help is offered in thinking through behaviour in the context of values and goals, to decide whether change is needed, and if so, how it may best be achieved.
Background
Russia has one of the lowest life expectancies among industrialised countries [1] . In 2008, for males it was only 62 years [2] . Over the past 25 years life expectancy has fluctuated dramatically, driven largely by deaths among working age men whose pattern implicates alcohol as a major factor [3, 4] . A case-control study [5] specifically identified the role of hazardous drinking patterns, including extended periods of binge drinking known as zapoi (episodes of two or more days of continuous drunkenness), and consumption of non-beverage alcohols (manufactured alcohol-containing substances not intended to be drunk [6] ). In 2006 the Russian government imposed restrictions on the manufacture and sale of ethanol [7] . However, the scale of the problem means that there is still much to be done [8, 9] .
Beyond the need for policies aimed at reducing availability and affordability of alcohol, there is also an urgent need to develop more effective individual-level treatments. In Russia the treatment of alcohol problems is highly medicalised [10] , and mainly delivered through specialist institutions (narcology dispensaries). While the available treatments include ones described as psychotherapeutic, they are highly directive. They include a procedure known as "coding" whereby the patient is persuaded by a doctor that he or she has been administered an agent which will cause them to become very ill if they drink alcohol [11] . While coding is regarded as a means of inducing a placebo effect, active pharmacological interventions such as disulfiram that produce unpleasant reactions if the person drinks are also employed [11] . The aim of most treatments in Russia is to achieve a "cure" or complete abstention, rather than harm reduction [12] . There has been little use of person-centred individual counselling. Treatment at narcology dispensaries or psychiatric hospitals is usually without charge to the patient, many being admitted either because of an acute medical or psychiatric episode induced by alcohol or they are required to undergo treatment by the courts as a result of having been charged with an offence. There is also a relatively developed private sector for treatment of alcohol problems, although this will only be affordable to a minority of the population. It is unknown how far effective interventions could be delivered outside the specialist treatment services.
'Brief' interventions for reducing levels of alcohol consumption and alcohol-related harm have been developed and implemented in many countries [13] . These seek to change views of personal acceptability of excessive drinking and to encourage self-directed behaviour change. They include simple forms of structured advice and brief counselling. Easy access to these interventions is possible as they can be delivered by a wide range of generic practitioners.
An international evidence-base has accumulated over more than 20 years, with efficacy data originating mainly from English speaking countries. Reductions in volume of alcohol consumed are typically about 10-15% [13] and reductions in the proportions of hazardous drinkers are between 10-19% [14] . Reductions in alcohol problems of a similar magnitude and in health service utilisation have also been identified [15] . Motivational Interviewing (MI), defined as "a facilitative, patient-centred counselling style for helping people explore and resolve ambivalence" [16] , has become increasingly prominent within this literature.
Very little is known about the salience and applicability of these interventions in Russia. In the1980s an international project undertaken by the World Health Organization involved a randomized trial of brief interventions to reduce alcohol-related problems [17] . This reported evidence of efficacy in reducing hazardous drinking among men in the Russian (Moscow) centre who were recruited either through hospital clinics or workplace health checks. This study was conducted at the height of the Gorbachev anti-alcohol campaign in the Soviet Union [18] , which, together with other aspects of the study, means that interpretation of the trial results is problematic. The only other report of a trial of a brief intervention in Russia we have found is a protocol for a multi-arm randomised trial, including brief intervention aimed at reducing alcohol use and harms among TB patients in Tomsk, Siberia [19] . This trial is ongoing and results have yet to be published.
The aim of the Health of Izhevsk Men (HIM) study was to explore the efficacy and acceptability of a brief intervention aimed at reducing the prevalence of hazardous and harmful drinking in working age men in Izhevsk. This is on the Western-side of the Urals with a demographic profile typical of medium-sized Russian cities. The HIM study aims to prepare the ground for subsequent effectiveness evaluations in a range of routine service settings.
Materials and methods
The study was an individually randomised two-armed parallel group exploratory trial. The Methods have already been described in detail [20] , but are summarized below.
Hypothesis
A brief adaptation of MI (referred to as MI) would be effective in reducing self-reported hazardous and harmful drinking in the previous month by 3 months post entry in the trial.
Source population and data collection
The men recruited into the trial were drawn from a longitudinal observational study (the Izhevsk Family Study II). This was based on 1750 men who were the controls in a case-control study of premature mortality conducted 2003-5 [5] supplemented by a further 250 men recruited using an identical protocol in 2006. To avoid confusion, these controls, and the supplementary group of 250 men, are referred to jointly as index men.
At initial recruitment to the case-control study, the index men were aged 25-54 years and resident in Izhevsk and had been drawn at random from a population register. Interviews were conducted with proxy informants living in the same household as well as with index men themselves. Men living alone were not included. Interviewer-administered, structured questionnaires were used to gather information on a wide range of behaviours and characteristics including alcohol consumption. In 2008-9 we attempted to re-contact all of the index men who were still living in Izhevsk. Those who were successfully followed-up were asked if they, and a proxy informant living in the same household (if available), were prepared to be re-interviewed. As in the original case-control study , proxy informants were mainly wives, but also included mothers, fathers and children of the men.
At the end of the re-interview, the index men were invited to have a "health check". This was scheduled to be carried out a few weeks later either at a polyclinic or in a minority of instances, their own home, according to the participant's preference.
The health check involved the doctor taking a medical history, measuring blood pressure, height and weight and taking a blood sample which was used to determine levels of the liver enzyme gamma-glutamyltransferase (GGT), a proxy marker for heavy alcohol drinking [21] . The man was also given a self-completed questionnaire that included the 10-item WHO Alcohol Use Disorders Identification Test (AUDIT) [22] , modified to have a reference period of 3 months (instead of 1 year), to provide a meaningful outcome at the 3 month follow-up.
All of the information about alcohol problems described above was from self or proxy report. We also collected information at the time of the initial study , from the local narcology dispensary, about whether each man had been treated with an alcoholrelated primary diagnosis. This provides an objective and highly specific, although not very sensitive, marker of having had an alcohol problem.
Trial inclusion criteria
Eligibility was determined by information about hazardous and harmful drinking gathered at the initial reinterviews with proxy informants. These criteria were: zapoi in the last year; drinking surrogates (non-beverage alcohols) in the last year; hangover and/or excessive drunkenness and/or going to sleep clothed due to being drunk twice or more per week on average over the past year; weekly consumption of 250 ml or more of ethanol (from beverages) over the past year. Men who lived alone at re-interview, or for whom no proxy interview could be obtained, were recruited on the basis of self reports of the same measures and using the same cutoffs.
Trial exclusion criteria
Refusal to have a baseline health check and/or refusal at baseline re-interview to be followed up resulted in exclusion from the trial.
Randomisation and consent
Data collected at the baseline re-interview were sent to the randomisation service in London, allowing participants to be allocated in a 1:1 ratio to MI intervention or no MI. Minimisation criteria (age, surrogate use in past year, and living alone status) were used to ensure a reasonable balance of confounding factors. An online randomisation program was used to generate the random allocation. Consent was obtained differently for the two groups (single consent Zelen design [23] ).
(a) MI Intervention group
At the end of the health check, the doctor undertaking the physical examination opened a sealed envelope containing the allocation. For men allocated to MI, the doctor asked whetherhe would be prepared to attend a series of sessions at which his drinking would be discussed in a helpful way. Those who were willing were given an information sheet about the trial, and were given an opportunity to ask questions. If they agreed to take part, signed consent was sought for (i) participating in the intervention and (ii) providing follow up data in 3 and 12 months time;
Telling the control group about the alcohol-specific MI intervention and the alcohol-specific outcomes, would have sensitised the control group to our primary research interest and thereby in itself may have altered behaviour. This could have also diluted any effect of the MI intervention [24] . Therefore consent to take part in the trial was not sought from men randomised into the control group. However all men had previously given general consent to be followed up at the time of the initial re-interview.
MI practitioners
The acceptability of a brief intervention such as MI to professionals in Russia dealing with alcohol problems cannot be assumed. This is because the approach implicit in this type of brief intervention is in key respects contrary to the dominant model of alcohol treatment in Russia described in the Introduction: clients are seen as responsible for, and capable of, generating solutions to their own problems in MI, regardless of whether this is achieved through complete abstention or not.
We therefore chose to work outside of the conventional institutional setting to try and ensure that the content of the intervention was not distorted by the prevailing alcohol treatment paradigm.
We sought to identify potential practitioners who could work in the trial by holding training courses on MI. These were open to people from a wide range of professional backgrounds including narcologists (specialists in treating alcohol and drug dependency), psychiatrists, social workers and school psychologists. These courses elicited considerable interest, and 45 people participated in the initial 3-day course. From this group we identified 4 practitioners who were given further training and supervision in Russian, with a period of practice-based learning following an introductory workshop. A sample of sessions was audio-recorded for quality control and supervision purposes. In the end almost all of the sessions were delivered by one of two practitioners (a general psychiatrist, and a psychologist).
Nature of interventions (a) Intervention group
An adaptation of MI was developed for the Russian context. This was based on a previous topic-based approach to structuring the discussion in each session (see Additional file 1) [25] . Eligible men who had consented at the end of the health check to participate in the intervention were contacted to arrange their first session by an MI practitioner. The intervention comprised up to four sessions, the first two of which were protocol driven, with an additional two sessions available on request. These were delivered at a clinic or at home with the two core sessions being approximately two weeks apart.
(b) Control group
This group did not receive any intervention other than having a health check and the general health promotion feedback in the form of a letter that the intervention group also received.
Outcome measures
Men in both intervention and control groups were contacted again to take part in a 3 and 12 month follow-up, measured from the time they had their initial health check examination. Outcome interviews were partly interviewer-administered and partly self-completed by participants.
The primary outcome was self-report of hazardous and harmful drinking at three months defined as: one or more occurrences of zapoi in the past month; surrogates in the past month; hangover on average twice or more per week over the past month; going to sleep clothed due to being drunk on average twice or more per week over the past month; or 250 mls or more of ethanol from beverages in the past week from beverages (i.e. 25 + UK alcohol units). The primary outcome was measured at 3 months as the effects of brief interventions are known to decline over time [26] and in the context of this study it was judged important to establish whether there was any evidence of effectiveness in Russia. The secondary outcomes considered in this paper are the separate components of the primary outcome. The 12 month outcomes will be reported separately.
Payment to participants
Participants were paid a small sum of money in cash (100 roubles ≈ £2) to cover transport costs and for their time whenever they were interviewed (at baseline and at 3 month follow-up), when they attended the health check examination and at each MI session they attended.
Sample size
Based on the brief interventions literature, it was expected that 25% of participants in the intervention arm would stop hazardous and harmful drinking. We allowed for regression to the mean of approximately 5% in the control group in this Zelen design [26] . Power calculations were therefore based on detecting a 20% difference between randomised groups (95% vs. 75%) with 90% power at the 5% level of statistical significance. This yielded a target sample size of 130 men (65 in each arm). We assumed that 20% of those allocated MI would not agree to receive the intervention. We also assumed a 20% loss to follow for the 3 month assessment in both trial arms. This required inflating the sample size to approximately 200 participants.
Type of analysis
Participants were identified by their trial number to ensure confidentiality. The primary analysis was based on a difference in the number of men classified as hazardous and harmful drinkers at the 3 month assessment between the randomised groups using the intention to treat principle. Analyses were also adjusted for key prognostic factors. An error in the algorithm for ethanol consumption that led to over-estimation of weekly consumption meant that 11 men in the MI group and 16 in the no MI group were randomised, although ineligible. They were included in table 1 and in the intention to treat analyses. In addition, the baseline AUDIT score was included in an exploratory analysis due to an apparent imbalance between randomised groups at baseline. Indicative differential effects by subgroup analyses based on important prognostic factors such as age group and severity of alcohol dependence were assessed using interaction tests. A per-protocol analysis was defined based on those in the intervention arm who received at least 2 sessions of MI before the 3 month interview was undertaken.
It had been planned that an independent Data Monitoring Committee would review data for the 3 month outcomes from the trial approximately 12 months from the start of the recruitment period. Recruitment was so rapid, however, that this interim analysis had to be abandoned. Recruitment to the trial continued until all men who were successfully followed-up had been assessed for eligibility and randomised into the trial if appropriate.
Results
A total of 1515 men were initially interviewed in 2008-9 as part of the Izhevsk Family Study II. All of these men were offered a subsequent health check. Figure 1 shows the flow of the 1209 men through the trial process who at this initial stage did not refuse to have a health check. Of the 441 randomised, 61 did not have a health check (31 in the intervention arm and 30 in the control arm), leaving 190 in each trial arm. Follow up at 3 months was very high (97% of those having a health check), and similar in the two trial arms (183 in the intervention and 187 in the control). Table 1 shows the baseline characteristics of all the participants randomised to the trial. It also includes the self reported measures at baseline for comparison with the self reported 3 month outcomes.
The two groups were very similar at baseline except for AUDIT score. Ten percent of participants in both arms were known to have been treated at the narcology dispensary. Nearly 70% (n = 131) of those allocated to MI who had a health check had at least one session, and nearly 60% (n = 113) had at least two sessions. However, due to logistical problems, fewer than 40% had both these sessions prior to the follow up 3 months after the health check (Table 2) . No significant differences were detected between the randomised groups in either the primary or the secondary outcomes at three months in the intention to treat analyses ( Table 3 ). The unadjusted odds ratio (OR) for the effect of MI on hazardous and harmful drinking (95% confidence interval (CI)) was 0.77 (0.51, 1.16). A sensitivity analysis excluding the 27 men randomised based on the erroneous estimate of baseline ethanol consumption did not affect these results. Adjustments for the baseline values of the outcomes and the imbalance in AUDIT score reduced the OR (95% CI) to 0.64 (0.39, 1.06).
Pre-specified sub-group analyses based on the different age groups, extent of hazardous and harmful drinking as measured by the AUDIT score, GGT, and narcology registration did not detect any significant difference in the effect of MI on hazardous and harmful drinking at three months (interaction tests p = 0.28 (age groups), 0.88 (AUDIT score, 0.78 (GGT) and 0.73 (narcology registration)).
The per-protocol analysis gave an odds ratio of 0.52 (0.28, 0.94), after adjustment for self reported hazardous and harmful drinking at baseline and the AUDIT score.
Discussion
This exploratory trial aimed to assess the acceptability (to participants and professionals) of a brief intervention for reducing alcohol consumption and harms among men in Russia, as well as providing some indication of potential efficacy.
Acceptability
This trial is the first to demonstrate that in Russia today it is possible to engage men across the full spectrum of drinking problems identified in the community in a brief intervention aimed at reducing alcohol related harm. Almost 70% of those offered MI attended a first session, with 60% going on to have two or more sessions. However, the extent to which this experience is fully generalisable is not clear as the men who took part in the trial had already been acquainted with the research team from their participation in the earlier observational studies that had begun in 2003.
In setting up the trial it became apparent that there was very limited initial understanding among the health and other professionals of the value of evidence generated from randomised trials. This has to be understood against a background of the rejection of randomisation by Soviet science [27] . Even today there is relatively little expertise in the conduct or analysis of RCTs apart from in the pharmaceutical industry in Russia, with the principles of evidence-based medicine and practice being largely absent from the medical curriculum in Russia [28] .
Fidelity of intervention
As the main trial proceeded, it became evident that it was difficult for some of the potential practitioners to continue to be engaged because the trial was not embedded within their work institution. Regular supervision of the two remaining practitioners by one of the authors (OP) involved discussions of sessions based on audio-recordings. These suggested considerable difficulties in applying the more sophisticated and advanced features of MI. It is thus likely that MI was not consistently delivered to international standards. In this context it is interesting to note that the per protocol analysis suggested a positive effect of the intervention if delivered in advance of the 3 month health check. The low level of intervention delivery within the three month follow-up study makes more important evaluation of outcome data for efficacy purposes at the later twelve month follow-up study.
Efficacy
The results of this exploratory trial with respect to the efficacy of MI are equivocal. The study was powered to detect a relatively large effect of a 20% difference between intervention and control (75% vs 95%) in the prevalence of hazardous and harmful drinking at 3 month follow-up. However, in the main intention to treat analysis we observed a much smaller 6.5% difference (47.5% vs 54%) that was not statistically significant. The per-protocol analysis showed a slightly larger effect after adjustment for baseline differences between control and intervention. However, these latter analyses need to be interpreted with caution; although overall the data are consistent with the intervention being effective, the size of the true effect was probably smaller than we had anticipated.
There were a number of problems with the implementation of the protocol which could contribute to the lack of a clear effect being identified. Firstly, there were delays in scheduling the MI sessions, which were primarily due to the MI practitioners having to fit this in on top of their full time professional commitments. Just under 40% of the men had received 2 or more MI sessions prior to the 3 month outcome interview, while 4.7% had their first session after the 3 month check. This aspect of the trial design would have diluted any effect of the intervention (assuming the intervention was actually effective). Even without these trial-specific timing constraints a dilution of effect was likely given that only 60% of men eventually had two MI sessions, which is itself an important acceptability finding.
A further factor that needs to be taken into account is that the trial was conducted within a population that has been repeatedly contacted in our previous observational studies since 2003. As a result all the men in the trial may have become particularly sensitised to general health issues following the health check feedback given to all participants. Moreover, all men regardless of trial arm completed the AUDIT and answered other alcohol questions that may have led them (and their partners) to reflect on their drinking behaviour, thus potentially having an effect on the behaviour of the control as well as the intervention arms.
It could be expected that MI delivered with a greater level of fidelity than was possible here would yield greater evidence of efficacy. However, the experience of the delivery of interventions in this trial more closely resembles an effectiveness study in which the effect of any difficulties practitioners may have in learning and applying a new method becomes part of the object of evaluation. An alternative way to interpret the outcome data, therefore, is to consider them as representing the likely effects of a generic brief intervention directed at hazardous and harmful drinking, which has been variably implemented, rather than the specific effects of MI per se in an efficacy context. Finally, it should be noted that we intentionally included all men whom we classified as hazardous and harmful drinkers based on proxy reports at baseline. To our knowledge there are no previous trials of brief interventions which have used this recruitment method. This included a proportion of men who undoubtedly had long histories of heavy drinking and were alcohol dependent. It is known however that effect sizes for brief interventions are smaller when, as in this study, dependent drinkers are not excluded [26] .
Implications for future research
We suggest that any future trials should be suitably powered to detect whether this type of intervention is similarly effective in men with established and profound alcohol problems compared to those who are drinking hazardously but have less serious problems. The decision not to situate the intervention within an institutional setting led to MI practitioners having to fit in MI sessions around their full-time work leading to delays in scheduling the MI sessions. Future trials will therefore need to be embedded within institutional frameworks to ensure that those working on the trial are able to integrate this into their routine work making it more likely that this type of intervention is subsequently incorporated into routine practice if shown to be effective.
Conclusions
This trial demonstrates that it is possible to engage Russian men who drink hazardously in a brief intervention aimed at reducing alcohol related harm. However the results with respect to the efficacy are equivocal and further, larger-scale trials are warranted.
Additional material
Additional file 1: Intervention Protocol. This is the protocol used for the intervention.
